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DETAILED ACTION 

Notice of Amendment 

1 . In response to the amendments filed on 01 /1 6/2008, amended claim(s) 21 , 23, 
27-29 and 52-56 is/are acknowledged. The current rejections of the claim(s) 21-35 and 
52-56 is/are withdrawn. The following new and reiterated grounds of rejection are set 
forth: 

Claim Rejections - 35 USC § 102 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. Claims 21 -35 and 52-56 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Cunningham et al. (US 6,306,104 B1 , hereinafter Cunningham) as 
broadly as structurally claimed. 

4. For claims 21 and 23, Cunningham discloses a device (10, 900, 1000) for 
obtaining and testing a bodily fluid sample, the bodily fluid sample capable of being a 
submicroliter bodily fluid sample, comprising: 

• a housing (12) defining a first aperture (33); 

• a lancing device (16, 67, 908, 1016) including a lancet drive (60) including a spring 
(68), the lancing device: 

• operatively coupled to said housing by said spring (column 10 lines 1-31) (as 
best seen in Figures 21-22), 

• capable of obtaining a submicroliter bodily fluid sample by advancing through 
said first aperture, 
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• piercing a bodily fluid sample location (column 6 lines 1 7-30 and column 9 
lines 29-57), and 

• withdrawing to provide access to the submicroliter bodily fluid sample by a 
test strip (914, 1014); and 

• a mount block (903, 1003) coupled with a connector that is coupled with a motor 
(column 32 line 55 - column 33 line 39) within the housing, 

• the mount block configured for coupling the test strip thereto (as best seen in 
Figures 13-14), 

• wherein the motor is capable of moving the mount block and an edge of the 
test strip along a trajectory such that a bodily fluid receiving portion (column 7 
line 65 - column 8 line 36 and column 1 6 lines 40-56) of the edge of the test 
strip comes to rest at a center of the submicroliter bodily fluid sample without 
moving the housing relative to the bodily fluid sample location (column 32 line 
55 - column 33 line 39) (as best seen in Figure 1 3E), and 

• wherein, after said lancing and withdrawing of the lancing device, the lancing device 
is capable of moving the test strip to a bodily fluid sample contacting position 
(column 32 line 55 - column 33 line 39), said bodily fluid sample contacting position 
capable of being within a mechanical tolerance of 0.01 0 inches of said center of said 
submicroliter bodily fluid sample. 

5. For claim 22, Cunningham discloses the device of claim 21 , wherein the lancing 
device comprises a cutting edge (the at least one lancet in column 6 lines 17-30 and 
column 9 lines 29-57) that is aligned with the test strip, although withdrawn following 
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lancing to provide said bodily fluid sample, when the test strip is received in the housing 
and moved to said center of the bodily fluid sample (as best seen in Figure 13E). 

6. For claim 24, Cunningham discloses the device of claim 21 , wherein the lancing 
device comprises a body having a first axis, and a sharp operatively connected to the 
body, wherein the sharp has a second axis that is substantially perpendicular to the first 
axis (column 6 lines 17-30 and column 9 lines 29-57). 

7. For claim 25, Cunningham discloses the device, wherein the lancing device 
comprising a sharp with at least two points (column 6 lines 17-30 and column 9 lines 29- 
57). 

8. For claim 26, Cunningham discloses the device, wherein the lancing device is of 
a construction sufficient to pierce tissue of a patient (column 6 lines 17-30 and column 9 
lines 29-57). 

9. For claims 27 and 52-56, Cunningham discloses the device, wherein the test 
strip comprises a side-filled test strip (as best seen in Figures 13B-13E) capable of 
sampling the submicroliter bodily fluid sample, wherein the submicroliter bodily fluid 
sample is capable of comprising a submicroliter volume, a volume of less than 1/3 of a 
microliter, and a diameter of not more than approximately 0.005 inches. 

1 0. For claim 28, Cunningham discloses the device, wherein when the test strip is in 
the bodily fluid sample-contacting position, a fill channel (column 7 line 65 - column 8 
line 36 and column 1 6 lines 40-56) of the test strip is capable of being aligned with the 
submicroliter bodily fluid sample within 0.005 inches of said center of said sample (as 
best seen in Figure 13E). 



Application/Control Number: 1 0/701 ,993 Page 5 

Art Unit: 3736 

1 1 . For claims 29, 34, and 35, Cunningham discloses the device, wherein the edge 
of the test strip is capable of traveling along said trajectory including 0.03 inches along 
the bodily fluid sample location at an approach angle between 35 - 65 degrees. 

12. For claim 30, Cunningham discloses the device, wherein the physiological 
property that is determined from the sample comprises a glucose level (Abstract). 

1 3. For claim 31 , Cunningham discloses the device, further comprising a controller 
(20) operatively coupled to the housing for controlling operation of the lancing device 
(column 13 lines 33-51). 

14. For claim 32, Cunningham discloses the device, further comprising an input unit 
(1009) operatively coupled to the housing for operating the lancing device. 

1 5. For claim 33, Cunningham discloses the device, further comprising a controller 
(20) operatively coupled to the housing for controlling movement of the test strip when 
the test strip is received in the housing (column 32 line 55 - column 33 line 39). 

Response to Arguments 

16. Applicant's arguments filed 01/16/2008 have been fully considered but they are 
not persuasive. Applicant argues the anticipatory rejection of claims 21-35 and 52-56 
under Cunningham, specifically arguing Cunningham does not disclose, teach, and/or 
fairly suggest a lancing device that is "configured such that after lancing and 
withdrawing of the lancing device, the test strip is movable to a bodily fluid sample 
contacting position within a mechanical tolerance of 0.010 inch of said center of said 
submicroliter bodily fluid sample". The Examiner disagrees, maintains the rejection as 
set forth and reiterated above, and notes in response the following: 



Application/Control Number: 1 0/701 ,993 Page 6 

Art Unit: 3736 

1 7. In response to applicant's argument that Cunningham does not disclose, teach, 
and/or fairly suggest a lancing device that is "configured such that after lancing and 
withdrawing of the lancing device, the test strip is movable to a bodily fluid sample 
contacting position within a mechanical tolerance of 0.010 inch of said center of said 
submicroliter bodily fluid sample", a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 

18. In this case Cunningham discloses a lancing device wherein, after said lancing 
and withdrawing of the lancing device, the lancing device is capable of moving the test 
strip to a bodily fluid sample contacting position (column 32 line 55 - column 33 line 39), 
said bodily fluid sample contacting position capable of being within a mechanical 
tolerance of 0.01 0 inches of said center of said submicroliter bodily fluid sample. 

1 9. For example, as broadly as claimed, the entire device of Cunningham may be 
moved into a bodily fluid contacting position within a mechanical tolerance of 0.010 
inches of said center of said submicroliter bodily fluid sample. The claim does not 
require that the test strip, or even the lancing device alone, is configured for or 
independently moveable into the precise sample contacting position. 

20. Applicant's arguments are directed towards the functional definitions of the 
device, which Cunningham is capable of, and are not directed towards structural 
limitations further defining the device, the housing, the lancing device, the test strip, or 
the relative movements of the structures within the entire device. 
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Conclusion 

21 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEFFREY G. HOEKSTRA whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday 8am 
to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/J.H./ 

Jeff Hoekstra 
Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



